
tf 



United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 

WWW.USptO.gDV 



| APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/500,454 


02/08/2005 


Moniquc Bcrwacr 


2004.0980A 


2307 



513 7590 09/01/2005 

WENDEROTH, L1ND & PONACK, L.L.P. 
2033 K STREET N. W. 
SUITE 800 

WASHINGTON, DC 20006-1021 



EXAMINER 



ART UNIT 



1615 

DATE MAILED: 09/01/2005 



SILVERMAN, ERIC E 

| PAPER NUMBER | 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 


Application No. 

10/500,454 


Applicant(s) 
BERWAER ET AL. 


PvsmSnor 

Eric E. Silverman, PhD 


Art Unit 

1615 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Application Papers 
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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Regarding claim 4, the phrase "can be" renders the claim indefinite because it is 

unclear whether the limitation(s) following the phrase are part of the claimed invention. 

See MPEP § 2173.05(d). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1 - 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over . 
Guy et al. (US 3,906,086) in combination with Kreutner et al. (US 5,869,479). 

Guy teaches a double layer tablet for administration of a medicament, wherein 
the tablet is formulated to provide both immediate release and sustained release of said 
medicament (column 5, lines 43 - column 6, line 5). Guy further teaches that this type 
of double-layered tablet is conventional in the art, and that this type of controlled release 
is known in the art o be desirable for certain purposes (ibid.). 

Guy does not teach using efletirizine in this type of formulation. 

Kreutner teaches efletirizine is a known medicament that can be formulated in 
tablets (see claim 4 and example 8). 

Thus it would be prime facie obvious to a person of ordinary skill in the art at the 
time of the invention to use efletirizine in a double tablet formulation that allows for both 
immediate and sustained release of the medicament. The motivation to do so is 
provided by Guy, who teaches that this type of formulation is known to be useful in the 
pharmaceutical arts. Since a double tablet formulation that allows for both immediate 
and sustained release of the medicament is taught to be conventional in the 
pharmaceutical arts, the artisan would have a reasonable expectation of success in 
performing such manipulations. The expected result would be a efletirizine formulation 
that allowed for both sustained and immediate release. This is the same result 
disclosed by Applicant, thus Applicant's results are not unexpected. 
Instant references do not mention specific amounts of medicament to be used. 
Nonetheless, determining optimal dosages is within the purview of the skilled artisan. A 
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person of ordinary skill in the art would be aware that the amounts of the individual 
dosages, the frequency at which said dosages must be taken, and the total number of 
doses will naturally vary according to the age, gender, weight, severity and type medical 
condition, the type of medicament, and other pertinent factors pertaining to the patient 
to whom the medicament will be administered. In order to account for these variations, 
a person of ordinary skill in the art would be motivated to provide for a wide variety in 
the specific amounts of medicaments, including variety in the total number of doses, 
amount of medicaments in each dose, and the frequency at which the doses must be 
taken in order to accommodate a wide variety of patents with a wide variety of dosing 
needs. In general, changing the specifics of dosing, absent an unexpected result, will 
not raise a claimed invention over the prior art. 

Examiner notes that recited "can be" in claim 4 means that the recited 
"administered in a single daily dose" is optional, and is not a structural limitation of the 
claim. 

Examiner further notes that since these references do not mention basifying 
agent, such is presumed to be absent and thus the limitations of claim 6 are also taught 
by the combination of these references. 

Claims 1 - 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sunshine et al (US 4,464,375) in combination with Kreutner. 

Sunshine teaches a composition that allows for both the extended and immediate 
release of an active agent (column 16, lines 16-26). Sunshine further teaches the active 
agent in a range that is appropriate for that specific active agent, and motivates using 
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such dosage form by noting that the same is advantageous when long-acting drugs are 
employed. 

Sunshine does not teach the use of efletirizine in the dosage form. 
The teachings of Kreutner are discussed above. 

Thus, it would be prime facie obvious to a person of ordinary skill in the art at the 
time of the invention to use efletirizine in a formulation that allowed for both sustained 
and immediate release, thus rendering the entire invention as a whole prime facie 
obvious. The motivation to combine references is given by Sunshine, who teaches that 
it is advantageous to use a dosage form that allows for sustained and immediate 
release when long-acting formulations are desired. The expected result would be a 
formulation that had a long-acting effect, wherein efletirizine was released immediately 
and over a prolonged time period. 

Instant references do not mention dosing, however, determining the optimum 
dose to obtain a desired therapeutic effect is within the skill of the artisan, and the 
motivation is to obtain maximum therapeutic effect. A person of ordinary skill in the art 
would be aware that the amounts of the individual dosages, the frequency at which said 
dosages must be taken, and the total number of doses will naturally vary according to 
the age, gender, weight, type of medicament, severity and type medical condition, and 
other pertinent factors pertaining to the patient to whom the medicament will be 
administered. In order to account for these variations, a person of ordinary skill in the 
art would be motivated to provide for a wide variety in the specific amounts of 
medicaments, including variety in the total number of doses, amount of medicaments in 
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each dose, and the frequency at which the doses must be taken in order to 
accommodate a wide variety of patents with a wide variety of dosing needs. Sunshine 
teaches the dosages to be utilized for caffeine, which is the beneficial agent in that 
invention, but the artisan would recognize that the optimum dosage for efletirizine is not 
the same, and would determine said optimum dosage without undue experimentation, 
and with a reasonable expectation of success. 

Claims 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sunshine et al (US 4,464,375) in combination with Kreutner as applied to cairns 1 - 5 
above, and in further view of Guy. 

The teachings of Sunshine and Kreutner are discussed above. These references 
do not teach a double-layer tablet. 

Guy teaches a double-layer tablet, and that such is a conventional means to 
deliver a medicament so that the medicament may have two different release profiles, 
such as immediate release in combination with prolonged release (column 5, lines 43 - 
column 6, line 5). 

Thus, it would be prime facie obvious to a person of ordinary skill in the art at the 
time of the invention to use a double-layered tablet as the dosage form for the 
controlled-release dosage form that is rendered obvious by Sunshine and Kreutner. A 
person of ordinary skill in the art would be motivated to do so because such is a typical 
means in the art for making such types of dosage forms. This amounts to a common 
manipulation in the art. Thus, a person of ordinary skill in the art would have a 
reasonable expectation of success at such manipulations. 
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Conclusion 



No claims are allowed. No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 9:00am to 5:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 571 272 0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information' Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
BusmessXenter (EBC) at 866-217-9197 (toll-free). 
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Art Unit 1615 



